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User management

/

EUROPEAN MEDICINES AGENCY

User
management

Request a unique EMA account

Users may create an EMA account if they do not have one yet.

Manage my uniqgue EMA account

Users may update their email address and mobile number or change their password.
Request a new password

Users may request a new password if they forgot.
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User management

&)

EUROPEAN MEDICINES AGENCY

All Users

User
management

—> Request a unique EMA account

EMA Account
Management

Platform >

https://reqgister.ema.europa.eu/identityig/login.jsf

EMA Account Management

Create a new EMA account
Mot sure if you have an EMA account?

! - . 1
I Note: this is only applicable to !
i hew users. Existing EV users will !
i receive a unique EMA account !
1

Go to EMA Account
registration platform

Select to create an EMA account

Fill out the form and submit



https://register.ema.europa.eu/identityiq/login.jsf

IAM2 project

User management

EMA - Self-service Registration Fonm

» User

o management

(7]

2

<
EMA Account —> Request a
Management )
Platform —>  https://reqistel

EMA Account Management

Create
Mot su

1
I create a new EMA account 1 Forgot your pa:
| Mot sure if you have an EMA ccount? I Forgot your use
\ 1

"""""""

Go to EMA Account Sele
registration platform

= ubmit the following form o recicher

First Mame *

Last Mame = --

Emall ™

Pammsord *

Confirm Password =

Siobdle | optional §

Data Protection Statement

Policy
DATA PROTECTICH STATEMENT
Your personal data are processed (n accordance with Regulation (EC) No 45,3001 an the protection of ind|widuals with
regard to the processing of personal data by the Commaunity nsttutions and bodies and on the free movement of swch

data. To Find out maore about your rights and abowt how the EFMA processes personal data, plesse dheck the Privacy
Statement on BMA’S website.

Tha Information wa collect |s used o manage dinect socess to EMA's systems and to verify users' accounts. We will collect
and use personal data swch as your e-mall address and phone number (IF provided), to communicate ary next steps or

keu hanoes to e cuctem Your dads il b ded efesd 2%er 180 dees of IpsctHlulty e our sychemes _
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User management EUROPEAN MEDICINES AGENCY

User
management

— —> Manage my unique EMA account / update e-mail or mobile

All Users

EMA Account
M t . . A L.
Pl:tr;fj;men —>  https://reqgister.ema.europa.eu/identityig/login.jsf
EMA Account Management okmum Management { Edit Identity
# Home 2 Updata Attributes
e . ] .
1 W > | 1 My A > Track My Request > Manage P: o >
1 1
1 1
[ O]
Log into EMA Account Select ‘View ldendity’ Users may update their
registration platform email address and mobile
number and submit


https://register.ema.europa.eu/identityiq/login.jsf
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User management EUROPEAN MEDICINES AGENCY

User
management

— —> Manage my unique EMA account / change password

All Users

EMA Account
Management . . L. -
Platfofm —>  https://reqgister.ema.europa.eu/identityig/login.jsf

EMA Account Management t
o L Manage Account Passwords [[j  S"owina et

EMA Account berghmans_: @ Active 14/06/2018 12:01 (i}

Latest Forms \—I.I\"w“ — - —

- Show ~
Log into EMA Account Select ‘Manage Passwords’ Select ‘Change’ and
registration platform confirm current and new
password before
submitting


https://register.ema.europa.eu/identityiq/login.jsf
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User management EUROPEAN MEDICINES AGENCY

User
management

— —> Request a new password

All Users

EMA Account
Management . . A L.
Platform —>  https://reqister.ema.europa.eu/identityig/login.jsf
EMA Account Management oAccuunl Mam\qemsr\l
Forgot your password?
Forgot your username?
-
. od ingdom. o
ed vered b e
=

Select forgot your password Fill out the forms and submit.
The user will get an e-mail within
minutes to reset the password

Go to EMA Account
registration platform


https://register.ema.europa.eu/identityiq/login.jsf
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Access management FUROPEAN MEDICINES AGENCY

>

Access

— management o

* Request role and permissions

Users may request a role for any EMA application, also for EV.

« Approve role and permissions

Users may grant a role for any EMA application to a user.

« Manage role and permissions

Users may control the access (revoke, change) roles for user belonging to an organisation.

« Access EV applications
Users can enter into EV applications, when granted roles that provide
permission to do so.




IAM2 project &
EUROPEAN MEDICINES AGENCY

Access management

Access
management

All Users

— —> Request role and permissions for any EMA application, also EV (1/2)

EMA Account
Management . . L. -
Platfofm —>  https://reqgister.ema.europa.eu/identityig/login.jsf

EMA Account Management o.mmm Management '

Latest Forms

Log in with EMA unique Select ‘Manage My Access’

credentials


https://register.ema.europa.eu/identityiq/login.jsf
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EUROPEAN J\-‘H;BIEINI}S AGENCY

Access management
Access
management

—> Request role and permissions for any EMA application, also EV (2/2)

All Users

EMA Account
Management
Platform >

https://reqgister.ema.europa.eu/identityig/login.jsf

Request a role for a given application Select for which given organisation
that role need to be exercised and

submit


https://register.ema.europa.eu/identityiq/login.jsf

DI O] C
Acce anageme Oove eWwW O elated role ;
Role name MAH Description NCA Description CS/NCS Descrption
This user is the RP of the NCA or PH centre. They can perform administrative actions (such
EVNCA as approving user access), and also adminstrative tasks such as: build hierarchies;

Responsible

create additional transmission virtual affiliates; manage users assignment to the virtual
affiliates).

This roleis not applicable for NCS/CS

This user is the EU QPPV of the Organisation selected. They can perform administrative
actions (such as approving user access), and also adminstrative tasks such as: build

Responsible

This roleis not applicable for MAH

This roleis not applicable for NCA

EuQppPv hierarchies; create additional transmission virtual affiliates; manage users assignment [ilelelluctapaiicableiogics il el (et emp et iy NEHEs
to the virtual affiliates).
This user is the RP of the Organisation selected. They can perform administrative actions
EV CS/NCS (such as approving user access), and also adminstrative tasks such as: build hierarchies;

create additional transmission virtual affiliates; manage users assignment to the virtual
affiliates).

EV NCA Trusted
Deputy

This roleis not applicable for MAH

This user is the administrator role for an Organisation. They can perform administrative
actions (such as approving user access), and also adminstrative tasks such as: build
hierarchies; create additional transmission virtual affiliates; manage users assignment
to the virtual affiliates).

This roleis not applicable for NCS/CS

EV Trusted Deputy

This user is the administrator role for an Organisation. They can perform administrative
actions (such as approving user access), and also adminstrative tasks such as: build
hierarchies; create additional transmission virtual affiliates; manage users assignment
to the virtual affiliates).

This roleis not applicable for NCA

This user is the administrator role for an Organisation. They can perform administrative
actions (such as approving user access), and also adminstrative tasks such as: build
hierarchies; create additional transmission virtual affiliates; manage users assignment
to the virtual affiliates).

Only for MAH, the user will select this role if they have been appointed by their EU QPPV

XEVMPD QPPV o responsible as QPPV of an authorised medicinal product This roleis not applicable for NCA This roleis not applicable for NCS/CS
EV ICSR Browse This allows the individual user to access EudraVigilance and to perform queries on a read|This allows the individual user to access EudraVigilance and to perform queries on a read|This allows the individual user to access EudraVigilance and to perform queries on a read
only basis. He can access ICSR_messages of the organisation assigned to. only basis. He can access ICSR_messages of the organisation assigned to. only basis. He can access ICSR_messages of the organisation assigned to.
EV ICSR Browse & This allows the individual user to access EudraVigilance to perform queries as well as to |This allows the individual user to access EudraVigilance to perform queries as well as to |This allows the individual user to access EudraVigilance to perform queries as well as to
create and send ICSRs. In addition, the user can receive safety messages with one or create and send ICSRs. In addition, the user can receive safety messages with one or create and send ICSRs. In addition, the user can receive safety messages with one or
Send several ICSRs, store the safety essages locally and generate acknowledgement messages. |several ICSRs, store the safety essages locally and generate acknowledgement messages. [several ICSRs, store the safety essages locally and generate acknowledgement messages.
Access right that allows the user to visualize personal data of the patient. (Narrative)
Level 2B access is an additional and specific access right that can be assigned by the
EV L2B Access QPPV or trusted deputy to registered EVWEB or EVDAS users of the MAH. It should only be |This roleis notapplicable for NCA This roleis not applicable for NCS/CS
assigned to users related to MAH and users assigned to an organisartion with an existing
role. (Only cumulative role). Previously, the users will only have L3.
EV MPR Browse This allows the individual user to access EudraVigilance and to perform queries on a read|This allows the individual user to access EudraVigilance and to perform queries on a read|This allows the individual user to access EudraVigilance and to perform queries on a read
only basis. They can access MPR of the organisation assigned to. only basis. They can access MPR of the organisation assigned to. only basis. They can access MPR of the organisation assigned to.
This allows the individual user to access EudraVigilance to perform queries regarding This allows the individual user to access EudraVigilance to perform queries regarding
EV MPR Browse & |Medical Products Reports(MPR). as well as to create and send extended medicinal . . . Medical Products Reports(MPR). as well as to create and send extended medicinal
L This roleis notapplicable for NCA L
Send product reports by means of extended medicinal product report messages and generate product reports by means of extended medicinal product report messages and generate
acknowledgement messages. acknowledgement messages.
EVDAS NCA . . X . o . . X
Scientific This roleis not applicable for MAH Role for EVDAS with access to individual case report forms and CIOMS This role is not applicable for NCS/CS
EVDAS MAH ) L ) ) : ) ) :
Scientific Role for EVDAS with access to individual case report forms and CIOMS This roleis not applicable for NCA This roleis not applicable for NCS/CS
EV Contributor This role allows the user to be assigned to a Virtual affiliate by a responsible role of the organisation.
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EUROPEAN MEDICINES AGENCY
OAccount Management

= Home My Work + ‘ business demo ~

Manage My Access

Add Access My Access Review €9
i= EV ICSR Browse n
Showing 1-2 of 2 Eiffois &

° EV ICSR Browse Details

Type: Role Owner: The Administrator

v EVICSR Browse & Send 1/select the role
by clicking on the
flag, so it turns
k2] green SHaong 122

Details

2/after selection of
the roles click on
review and submit

Type: Role Owner: The Administrator

© Copyright 2016 - EMA 30 Churchill Place Canary Wharf London E14 SEU United Kingdom. An Agency of the European Union - v
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IAM2 project &

\ 4

Access man agemen t EUROPEAN MEDICINES AGENCY

Request provisioning

Please supply initial values for account attributes in the forms below.

Request Information

Requester

business demo

rget Identity

First Name Last Name Account ID

business demo ness demo

Assigned Roles
EV ICSR Browse (ORG-100000005 - Abbott 0 .0.0.), EV Trusted Deputy (ORG-100000024 - Helsinn Birex
Pharmaceutical)

MDMPermissionDB
Requested Roles

EV ICSR Browse

Search Organisation
ORG-100000024
Enter an organisation name or elect it from the menu b

Organisation *

Save for later Cancel Request Submit Request



https://register.ema.europa.eu/identityiq/login.jsf

IAM2 project

EUROPEAN MEDICINES AGENCY

The change introduced

Access
management

— —> Approve role and permissions for any EMA application, also EV

Responsible

EMA Account

Management . . L. -
Platfofm —>  https://reqgister.ema.europa.eu/identityig/login.jsf

EMA Account Management
[ O]
Log in with EMA unique View the open role requests by Approve a role request for a given
credentials selecting ‘Approvals’ application and a given organisation


https://register.ema.europa.eu/identityiq/login.jsf

-
EUROPEAN MEDICINES AGENCY

Account Management

o

# Home # Edt
Notifications >
View Identity > Manage My Access > Track My Requests > Manage Passwords > Manage Accounts > -4
Forms > Approvals >

e EV Role Admin >
N

C
=

Your Pending Approvals Latest Forms

User Demos User Demos 25/05/2018 10:03 ¥

Al >

® Copyright 2016 - EMA 30 Churchill Place Canary Wharf London E14 SEU United Kingdom. An Agency of the European Union - v
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IAM2 project

EUROPEAN \IITH INES AGENCY
OAccount Management

< Approval

Identity: User Demos | 1 Request
Actions v

Requested by: User Demos  Assigned to: EV ICSR Browse (ORG-100000024) Approvers # Track Request »

Add: EV ICSR Browse (ORG-100000024 - Helsinn Birex Pharmaceutical)

Action: Add

& Approve "B Deny 9 Undo

1/approve or deny

the role by clicking

on the designated
action buttons

& Copyright 2016 - EMA 20 Churchill Place Canary Wharf London E14 SEU United Kingdom. An Agency of the Eurcpean Unian -

Charles Smith ~

@ Approval Details

 Details

L d

L
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Access management FUROPEAN MEDICINES AGENCY

Access
management

2
a
(7]
)
<

EMIA Account —> Manage role and permissions of users beloning to the QPPV -Responsible’s

Management organisation

Platform —>  https://reqgister.ema.europa.eu/identityig/login.jsf

EMA Account Management o*gt;um Ma.n;s;f;nlelnt KV Roks Manmgeniant
l_ﬂll_"l.g_.“. " . g

o # Home P [

Track My Requests > Manage Passwords >

View Identity > Manage My Access 3
> ganisati
Notifications > Forms > Approvals >
Manage Accounts . 5
lanage Accounts n (‘ 0N
Crea U J 0
ot
a - A
| EV Role Admin )
| 1
m 0 e -

Your Pending Approvals Latest Forms

Log in with EMA unique Select ‘EV Role Admin’ Select , the application, a given
organisation and a given user

credentials
whose role(s) you want to revoke


https://register.ema.europa.eu/identityiq/login.jsf
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The change introduced EUROPEAN MEDICINES AGENCY

Access
management

— —> Access EV applications

All Users

EVWEB
— EVWEB

EudraVigilance’: o e 6 G Home Restricted
. SleSih e @ Home Public

=]

Windows Security

The server eudravigilance-dev-iam2.ema.europa.eu is asking for your user

name and password, The server reports that it is from
eudravigilance-dev-iam2.ema.europa.eu.
| Select organization
ORG-david00001 - ITSU-AfE Idt. - IT5U v

[T i | ‘ User name
‘ﬂ ‘ Password
| 7] Remember my credentials [ cancer |

Good
to go

Log in with EMA unique select the organisation on behalf
credentials which actions need to be performed
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The Change introduced EUROPEAN MEDICINES AGENCY

Access
management

—> Access EV applications

All Users

XEVMPD

—>  XEVMPD

Rerouted ACKs  MedDRA  1CSR Download =

0 EUROPEAN M';‘{",:,',NES AGENCY Creoteand send ICSFs  WEB Trader  ICSRs  Post

SCINCT MO

jones_m . .
Select organisation

Signin

Cancel

Cancel

Good
to go

Log in with EMA unique select the organisation on behalf
credentials which actions need to be performed
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Access management EUROPEAN MEil-éINES AGENCY
Organisation

— e management

« Create a new organisation or update an existing one

Users may create a new organisation or update existing (one add location, etc.).

« Manage the organisation hierarchy in EV

Users can:

* Refine organisation details for EV purposes as well as attribute affiliation between
organisations.

» Create virtual affiliation of organisations.

e Grant users permission to the virtual affiliates.
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The chan ge introduced EUROPEAN MEDICINES AGENCY

% Organisation
g management
2
b i Note: a this is for new i
e« ! organisations after 26 July |
— ! 2018, existing ones will be |
—> Create a new organisation or update an existing one ' migrated from EV to OMS |
OMS | and synchronised back |
SPOR portal —>  https://spor.ema.europa.eu/omswi/#/ e
¢ X
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* Requesting a SPOR role first is a
precondition to create organisations


https://spor.ema.europa.eu/omswi/%23/
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EUROPEAM MEDICINES AGENCY
OAccaunt Management

Home My Work ‘ business demo ~

Manage My Access

Add Access My Access Review €9

iI= EV ICSR Browse B

Showing 1-2 of 2 Filters s
(] SPOR Unaffiliated Detais

Type: Role Owner: The Administrator

v EV ICSR Browse & Send Details

Type: Role Owner: The Administrator

m Showing 12 of 2

© Copyright 2016 - EMA 20 Churchill Place Canary Wharf Landon E14 SEU United Kingdom. An Agency of the Eurcpean Union - W

;Requrerstriingi a SPOR role first is a .
precondition to create organisations
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EUROPEAN MEDICINES AGENCY
SPOR - Organisations Management System

Subs

tances Products Organisations

Referentials

Help

Responsible

SPOR. Home

L LEF]
RSy,
'
z

g

OMS provides a central dictionary of organisation data in multiple languages. This covers:

Organisations Documents

Organisation Management Services

(OMS)

* organisation names;

* loc

ation address details;

+ communication details such as email address and telephone number per location.

0OMS supports the continuous exchange of data between information systems across the

European

OMS prov

medicines regulatory network and across the pharmaceutical industry.

ides users with the following organisation data management services:

* view, search, export organisation data and change request data;

* req

uest registration of a new organisation or update existing organisation data;

* access to multi-lingual organisation data.

Access to OMS

Use the menus in the navigation
panel above to navigate OMS.

Registered users: Log in using the
button at the top of this page.

Mew users: Users that require more
than 'read-only” user access should
register to create an EMA account

before they log in.

Create EMA Account

About OMS

Data management and data quality processes drive the SPOR data management services to
ensure that the highest quality of data is available to suppeort EU regulatory processes.

For more information about using OMS
see "About OMS", This document
provides details on:

s data content;

* |icensing;

+ copyright;

+ data protection.

26 July
will be
b OMS
back
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EUROPEAN MEDICINES AGENCY

SPOR - Organisations Management System

_r

Substances I

Products I

Orgamsations

Referentials

Help

Responsible

SPOR Hamie

Qrganisabiors

Home /  Search Organisations

= Hide s=arch

Organisation TD

Organisation name

Lixcation TD

Addrest

iy

Pastcode

Country

Modified Since

Location stalus ~

Docismants

0 Selected -~

ACTIVE, INACTIVE =

Contains

Contains

Contains

Contains

Contains

Contains

Resat

Search

his is for new i
bns after 26 July |
ting ones will be |
from EV to OMS |
hronised back i
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The change introduced EUROPEAN MEDICINES AGENCY
Haorme [ Search i'l':_. inisations f  View ﬁl_J.-u.u,.'J[ ol Location
Organisation Details :
Urganmsation [Dv; ORG- 100001482 i
Drganisation Name Fiynn CL Pharma Ltd :
Status: ACTIVE 22
Y
Orgamsation Type: Industry
Location Details
Location D LOC- 100000038
g dress: 21 Churchill Place
Canary Wharf
London
Q) F14 SEU
K2 United Kingdom
Last Modified Date: 2007-03-12T15:16:57
Last Moditied By adrmin
Skatus; ACTIVE - - -
[ 1
. Add Location Request Change Export Export With History | |

_____________________________________________________________________________________

* Requesting a SPOR role first is a
precondition to create organisations
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EUROPEAN MEDICINES AGENCY

SPOR - Organisations Management System

EDICINES AGENCY

Substances I

Products I Organisations I Referentials rielp

Responsible

SPOR Hoame Drgamsabions

Home { Search Onganisations

* Hide s=arch
Organisation TD

Drganisation name

LisCathon TD

Address

Lty

Postcode

Lountry

Modified Since

Location status ~

DocismeEnts

_________________ .

1 this is for new !

tions after 26 July |

isting ones will be |

1 from EV to OMS |
1
1
1

ontains - achronised back
Contains .
X\
g
Contalns e & 0?@6
Q)
i NS *K\
Contains - ‘(\7’&(\0 6‘0
0 | .x 600 Q/Ib@
Contalns - O@ 6@(\‘\6'0&&
. @ (O XK
Contains o QQQ 0
RANER
0 Selected -
=
ALTIVE: INALTIVE = - S
W o e et T K
i Request New Organisation |

precondition to create organisations
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SPOR - Organisations Management System

Substances |

Products

or

Referentials

Help

ome:{  Search Organis s Mew Onganisation Reg)

¥ R Infarmatian

B Type New Organs:

Rugusst Raason*

T tifezation

Ruguastar &

Conbact

arnaud.bergh mansdgmail.com

Conbact Phang

¥ Organisation Details

Orgariciation Rame*

Atreeym

Orgasiciation Type®

1

Location Detalls

Addirusa

City
Pastesdi
County

Country*
Location Email !

i1
Locatien Phani
Intl Cadu:

DUNS I

GELID

Tick this box to submit the change request. Please be aware that the information included in this request will be published by EMA in the OMS
public website. This form, in the organisation and location details sections, contains some mandatory (l.e. address line 1, country ) and optional

fields. The Location Email and Location Telephone number are optional fields.

If you have any question about the way your data are being processed please contact EMA at mdms@ema.curapa.cu.

* Requesting a SPOR role first is a
precondition to create organisations

Attachments

Ma documents found, click to adc

Audit trail
Status to

Date &

Ho data avaliable in whie

Comment ¥
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EUROPEAN MEDICINES AGE ¥
OAccount Management

Home My Work business demo ~

Manage My Access

Add Access My Access Review €9
iI= EV ICSR Browse n

Showing 1-2 of 2 Filters w
€@  SPOR (Super) User Details

Type: Role Owner: The Administrator

v EV ICSR Browse & Send Details

Type: Role Owner: T

m Showing 1-2 of 2

© Copyright 2016 - EMA 30 Churchill Place Canary Wharf London E14 SEU United Kingdom. An Agency of the European Union -
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precondition to create organisations
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IAM2 project

The change introduced

management

Responsible

— Manage the organisation hierarchy in EV

EV Registration
Application —> EVWEB Registration Application

Home Restricted EudraV 1g||dncé": o R S S Home Restricted

Home Restricted

Home Public Home Public

Home Public

Virtual affliste users

View the organisation detail Manage the affiliation of Create virtual affiliation of organisations
and manage EV specific organisations * and grant users persmission to the virtual
affiliates

* A responsible needs to have a responsible role for both

organisations to see them



Logged In

adrianmolina

Organisation being meodified: ORC-dawvid70115 - T740 - 1740

(ORG-david70115 -
IT4U - IT4U)
Human D evelopment

EV Services
» EVWEB - ICSR

» EVWEB - Art 57 [
XEVMPD

» XEVMPD Export

» xEVMPD Bulk update
» EV Data Warehouse
P EV Post - ICSR

»* EV Post - Art 57 /
XEVMPD

EV Registered
Partners

» Manage your profile
» QPPV List

¥ Organisations List
Medical Literature
Monitoring

» MLM Search result
» MLM ICSRs

» Archive

» ICSR Export

P Substances

» Further MLM info

User Support

» EMA Service Desk
® EVWEB Troubleshooting

P XEVMPD product export
tool user manual

» XEVMPD Data-Entry
Tool (EVWEB) User
Manual - product

Organisation EudraVigilance Information

> Organisation Information
Organisation Identifier
Organisation Name

D rganisation Category
Transmission mode

Type of MedDRA licence
MedDRA Number

sSafety reports visibility

O rganisation functional email

> Responsible Information
Street

City

Postal Code

Area [ State

Country

IT42U IT42U Idt.

IT43U IT43U Idt.
IT5U IT5U-Aff Idt.
IT6U ITeU-Aff Idt.

IT7U-Aff-I have long name very |
IT7U ong name how you will display me

in the form?

IT4U
IT4U

[ Marketing Aut horisation Holder

[ Low Revenue MedDRA EudraVigilance Fee Waiver /|

[1111

No hd

[R4u@it4u.com

[Mystreet123

|nga

| Albania

Virtual Affiliates

VAOODODDOOOD27

VAOODODOODO028

VAODOD0D00O30 VAOOO000030,
VAODDDDOODD31 VAOOOD00031,
VAODDODOOODD32 VAOOOOD00032,
VAODDODDOOOOD33 VAOODOD0D0033
VAODDOODOODD3 4 VAQDOOOO0034,
VADDDDOODD35 VAODOD00D035,

VAOODDO0027-test-update
d

VAOQOD000028-test-create

Headquarter Users

Name Family Name
Luca Bolognesi
Adrian Molina Calvo

Bill Gates

David Mikolanda

Printable Version H Update || Manage hiearchy

Creat e Virtual affiliate

UserName
lucabolognesi
adrianmolina
billgates
davidmikolanda



IAM2 project

The change introduced EUROPEAN MED

Eudravnguancé} R I- S 2 .. Home Restricted
: \ Home Public

Logged In Notes:

- To affiliate organisations to the onelogin on behalf of

The "Available Organisations' list displays all organisations the current user is responsible for and which are not already affiliated.
The "Current Affiliates’ list displays organisations already affiliated to the selected one.

adrianmolina
(ORG-david70115 -

174U - IT4U) - An SD ticket should be created to de-affiliate an organisation.
Human Development

EV Services Available Organisations Current Affiliates

» EVWEB - ICSR EV Org ID EV Name IE; Org EV Name

> EVWEB - Art 57 / IT42U  IT42U Idt.
[EENRIER IT43U  IT43U Idt.

ITSU ITSU-AfF Idt.

1T6U IT6U-AFF Idt.

IT7U-AFf-I have long name very long name how yo
u will display me in the form?

» XEVMPD Export

P XEVMPD Bulk update
» EV Data Warehouse e
» EV Post - ICSR

» EV Post - Art 57 / [ e \

— Note: a OPPV, Responsible or
Deputy needs to have this role for
both an HQ and an affiliate to be
able to manage affiliations

EV Registered

Partners

* Manage your profile

» QPPV List

» Organisations List

Medical Literature

Monitoring

» MLM Search result

» MLM ICSRs

» Archive

» ICSR Export El
» Substances

» Further MLM info

User Support
» EMA Service Desk

» EVWEB Troubleshooting

organisations to see them



IAM2 project

The change mtroduced

EUROPEAN MED
EudraV igliance 3

Home Restricted
Home Public

Logged In Note:
In this screen, responsible users can create Virtual affiliates, assign users to this Virtual affiliate and grant roles to the affiliate users. The responsible of the Headquarter is automatically
adrianmolina the responsible of the created Virtual affiliate.
(ORG-david70115 - The ‘Contribut or users’ list displays all users who have been granted the Contributor role in the EMA Account management platform for the Headquarter.
IT4U - IT4U) The “Virtual affiliate user” list displays the users assigned to the virtual affiliate. Selected users can be given ICSR or MPR roles.

Human Development For finalising the transmission mode configuration, please open a ticket with the EMA - Service Desl.

EV Services

Virtual affiliate EudraVigilance Information
» EVWEB - ICSR

Virtual affiliate Identifier VA 000000036

> -

:VEVW;I;.D L3y Virtual affiliate Name |
» xEVMPD Export Virtual affiliate Responsible Luca Bolognesi
» >EVMPD Bulk update Transmission mode WebTrader )
» EV Data Warehouse Type of MedDRA licence | Full MedDRA Subscriber v‘
» EV Post - ICSR MedDRA Number | |
» EV Post - Art 57 /

EENMED "Contributor" users Virtual affiliate users

. Name Family Name UserName Name Family Name UserName Role
EV Registered
Partners Bill Gates billgates
David mMikolanda david mikolanda ICSR Roles:

» Manage your profile ) None

» QPPV List EV ICSR Browse

P Organisations List |l el ettt ] ') EV ICSR Browse and Send

Note: in order for a user to be
assigned to a virtual affiliate, this
person needs to have requested
the role “EV contributor” for the
HO.

After selection of the user in this
screen, he will be given a proper
role for the given affiliate by
selecting the specific role here at
the right

Medical Literature MPR Roles:

{ None

Monitoring

EV MPR Browse
) EV MPR Browse and Send

* MLM Search result

» MLM ICSRs

» Archive AddRole >>
* ICSR Export
P Substances

» Further MLM info

User Support
> EMA Service Desk

Save || Cancel

» EVWEB Troubleshooting

organisations to see them



IAM2

Where to find more information EUROPEAN MEDICINES AGENCY

An agency of the European Unlan

- e Details on how to register with EudraVigilance
0 EUROPEAN MEDICINES AGENCY can be found on the Agency’s
SCIENCE MEDICINES HEALTH Text size: [|Al[A] [Site-wide search

Search document library [G EudraVigilance registration page
Fellow us: You . - -
HEWD * Please note that the registration process on this
Home  Find medicine Veterinary requlatory  Committees MNews & events Partners & networks  About us .
webpage will/has recently been updated to mark
T » Home ¥ Human regulatory # Post-authorisation # Pharmacovigilance » EudraVigilance # Registration I the harmonisatlon tO the unlque EMA account as
iai . i 2 Emall (& Print i@ Help B Shar

::::;:;:I.‘:.r:f EudraVigilance: how to register Emall () Print @ Help [ share of 26 July 2018.
el o b o i MRS AL 0 0 tomm et e« The upcoming/recent changes are summarised on
authorisation authorities in the FFA need to register with FudraVigilance for the electronic data Euujra'u’|gll;31‘|cr‘: S ] the next SI ides

interchange of pharmacovigilance information. The registration process is a XCOMP (Test)

prerequisite for electronic reporting,

* Users will be able to access the different parts of the EudraVigilance system depending on
the access rights assigned to them

e At the time of registration of an organisation a user(s) within that organisation will be
assigned the role of administrator which will enable them to:
« Grant access to new users
« Remove existing users
e Set access permissions for users



IAM2 project

What does not change? EUROPEAN MEDICINES AGENCY

* The roles and access rights are not changed. Nor are the current assignations in EV. >
Just the process and application to request and grant them is made more user friendly
and controlable.

* The user still requests an EV role for a given organisation and the QPPV/responsible for
that given organisation grants or rejects the requested access. - It will become self
manageable.

 The QPPV or designated deputy acts as central point in the organisation for the
registration proces. The QPPV/responsible can still delegate his tasks to multiple other
designated deputies. - It will become self manageable.

* The validation and certification of the first QPPV/responsible of an organisation by the EMA
Service Desk, both for request access and request removal access.

* The possibility to de-assign a user from its role. - It will become self manageable.

» The way hierarchy of organisation is managed in EV, including the concept of virtual
affiliates inside EV.

* The process to perform business mergers, swaps, splits, etc. The EMA Service Desk still
needs to be requested to perform based on valid business documentation.

35
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